Hard

gelatin
Capsules

Irenypathic

Pregabalin 75 mg & 150 mg

1.Name of the medicinal product
Irenypathic

2. Qualitative and quantitative composition

Eoch Hard gelatin capsule contains 75 mg or 150 mg pregabalin
Excipents with known effe

105mg or 117 mg

For the full st of excipients, sce section 6.
Pharmaceutical form
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Neuropathic po
Pregabalin tratment. can be staled at a dose of 150 mg per day given as two or hree divided doses, Based o individual patent response and tolerabilly, the
dose may be increased 1o 300 mg per day after an intevalof 5 to 7 days, and if needed, t0 3 maximum dose of 600 mg per day afle an addiional 7-day interval
Epilep
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be started with a dose of 150 mg per day given as two or hree divided doses. Based on response and tolerabiy, the
300 mg per ek, P k

e saried i 1150 mg per day g per
day afte 1 week. Following an o ok e o bt 150 mgper day The maximum dose of 600 mg per day may be P
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Pregabalinis removedt ity o plasma by hemodiah

CLarfmjmin) = (x085 for female patients)

5 of drug in 4 hours). For patient hemodialyss the p be
enalfunction. In addition
(sce Table 1),
Table 1 Pre enal funch
L (mLmin] - Dose regimen
Strling dose Naximm dos
day) mgiday)
150 600 BID or 1D
T 300
0 150
% 75 Once Dal
[ Tio TSingle dose-
TD=Thee dided s
wo diided doses
Supplementary dose s 3 singleaddional dose
Putentsith hep imen
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e safely and efficacy of Irenypathic in chidren below the age of 12 years and in adolescents (12-17 years of age have nol been established. Currently avalable
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Method o adminisi
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syndrome (S15) and toxic epidermal necroly ot
have been reported rarcly in mmmn g prtgzbahn temen. A the ime o prescrpion paensshoud e st o e s and symploms m
immeditely

realment considered (a5 mppmprmm
Diabetic patents

T o b Tepots i e pstmarkling experince of hypxrw\yhmy reactions, indluding cases of angioedema. Pregabalin should be discontinued
such as faial periora,
y pe

rwmm.mumn b ted wit di accidental njury () i the elderly population
There have also been pos [ Thesefore, paliets should be advised o exercise caution

Vision-elaed efects
In contolled s, 3 ighr proportion of patns eted il pregaln repored blrred ision han did paiens. et with plceso which esoed in &
acuity

other changes of visual acit, many

In the pos visual adverse P

including lss of vision,vsual b

Renal il #

adversereaction.

There are insuffcent data for the withdranal of concomitan anicilptic medicinal producs, once seizure control with pregabalin n the add-on siluation has
been reached, in order to reach monolherapy on pregablin

i mpion
i dscomaion of ot a o e e ith gl wiaval symplonshave been cbend n somepatens. Te g et
insomnia, headache, nausea, aniey, d rvousness, depression, pain, convulsion, hyperhidrosis and dirziness,
sugg('«lm‘ e Sy T ol o e et shot s Wi st o o
Convlsions, \ comisons 5
goblin,
Congestie heat flure

f congestive hea
compromised patients during pregabalin treatment for a ueumpam indication. Pregabalin should be used with caution i fode ‘it Dicontiuaton o
pregabalin may resalve the reaclion.

I the treatment of cent reactons and

injury the incdence of general, central ’

P increased
conditon.

Suicdal ideation and hrhwmur v b eprted i s et v nf pleptc g n sveralndialons A mt-analsi of andomised plco
epieptic

o K lor prsabaln
Therefore palienis for signs of suicidal ideal " be considered
patients) should be advised 1o seek medical advice should signs of suicidal ideation or behaviour emerge. Palients should be monilored for signs of suicidal

Reduced loer gostointestnal lract function
Ther r st mraing repar of s ekt 1 e v gt o e (s, st chiction, ki e constpion hen
pregabalin was co.  opiidamlesc willbe

dvised when concomitarly s due 0 ik of CNS depression. In a case-conlrol study of oioid users, hose patiets
o o0k bl cotoroy i i o et . o e 16 del compa ok ke o e 000 oy AL 168
195 C, 119 - 236, This increased ik was observed at low doses of pregabalin (s 300 mg, aOR 152 [95% C1, 104 - 221 and there was a trend fora grealer
viskathigh dosesof pregabalin (> 300 mg, a0R 251 [95% C1124 - 506).

Cases of misuse, abuse. ported. C:
Encephalopathy

Irenypathic contains lactose: Patents with rare hereditary problems of galactose inolerance, the Lapp lactose deficncy or glcose-galactose malabsorption
should nol take this medicin.

45 Interaction with other medicinal products and other forms of iteraction

Since pregabalin is predominantly excreted unchanged in the urine, undergoes negligible metabolism in humans (<2 % of a dose recovered in urine as
melaboles), i to produce, o be subjec

in patints wilh  hisory of sub be
tokranc,dose scalaion, rug-seeking behaiour have been reported.

b s gt shunmucakincicanss
cordingly, in in vivo studies no clncaly reevant pharmacokinlic interactions were obscrved between pregabalin and phenytoin,carbamazepine, valproic aid,

Ac obsern
lamalsigine, gabapenin, lrazepa, oxycodone or cthanol. Population pharmacokinetic analyss indicaled tha oral antdiabelics, durelics, nsuln, pherobarbital,

Oral contogepiives. norethisterone and or ethinyl oestrad
Co-administraion of pregabalin with the oral conlraceptves norethisterone andior ethinyl oestradiol does no influence the steady-state pharmacokinetcs of
ther substance,

Central nervous system influencing medical products
Pregabalin may potentiate the effects of ethanol and lorazepam. In the postmarkeling experience, there are reports o respiratory falure, coma and deaths in
palts aking prgablinand pis s ol cnkl nrous s (ON) depessnt meckinl . gl ppers o be adve i e
mpaiment of cgveandgross moor funcen causd by oycodon

Nosp dul

i
discas, renal impairment, concomitant use of CNS depressants and the lderly may be al higher risk of experincing this severe adverse reacton. Dose
adjusiments may b necessay in these palies.

46 Fertity, pregnancy and lactation

Pregnang
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Tk ofbith dfcs & prin hyd facorof 23 n e o u»,m of mothers treated with an antiepleptic medicinal product Most frequently reported are
et i, cardiova
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his may lead to breakthrough seizures, which could have serous consequences for both
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Breastfeding

Pregabal  in human milk. k

Fortil

na cinical tial exposed o pregabalin at a dose of 600 mgday. Aflr 3 months of

treatment, there were no effects on sperm moliy
A [
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controled studies, s 12 pregabalin and 5 % for patents receving placebo, The most
In table 2 below all aderse reacions,which occurred af a incidence graler than placebo and in mre than one palient, are listd by class and frequency (very

10010 <110; 11000); veryrare (< 110000}, not known (can be estimated
from the avaiable dota. groupi r

fant
I the trealment of cenlral neuropalic pain due Lo spinal cord injury the incidence of adverse reactons in general, CNS adverse reactions and especially
somnolence was increased.

below.
Table 2 Pregabalin Adverse Drug Reactions

System Organ Class. Adverse drig e

Common Nasopharyngiis

[Blood

Uncommon Neutropenia

Uncommon Hypersensihty

Rare Angioedema, alrgic real
Common Appetiteincreased
Uncommon Anorexia, bypoglycaemia
Peycatrc dorders

Common Euphoric mood, confusion, tabilty, disorentaton, insomia iido decreased
Uncommon Hallucinal Mack,resl tation,
Rare

elevated mood

libido increased, Disihibton

Nervous system disorders

Very Common Diziness sonnclens headache

Common di 1 tremor,dysarh

Uncommon b e thesia, hypoaesthsi, sedation,
lethargy

Rare r I hyp
dyski fention b i tal

. speech disorder, hyporeflexia, hyperaesthesia, burning sensa

malise
Conul bypokinesia dyspraphia Parkinsorisn

ye disorders

Common Vison blured, diplopia

Uncommon i eye sweling visualacui
duced, ey ih hotopsa ry ey e it

Rare loss, keralis, oscl drass,seai

Tor and abyrinth disorders

Common Verlgo

Uncommon Hyperocusis

rdiac dsorders

Uncommon Tachycardia, atioventiular block st degree, sinus bradycardia, congestive hearl
falre

Rare longali i

Vascular disorders

Uncommon Hypolension hypertension, hot fushes, lush

Respiralory, Thoracic and mediastinal disorders

Uncommon Dysproea,epistars ough, nasal congeston,inls, snoring, nasal dyness
Pulmonary ocdema, throat ighiness

Retban

Casromestra G

Common i constipation darthoea fatul ry mouth

Uncommon salvary

3 Asces pancrealis, swolen tongue,dysph

Elvated lver enzymes"

Rare Jaundice
Very rare Hepalicfailure hepati
Kin and
Uncommon

Rash papular,urlicari, hyperhidosis, prurius
. 1d sweal,

Rare
VS ctaskar o comectoe e o
Common Musde camp, rtralgi,bockpain poi in b, ceviclspasm
nconmon Joint sweling, myal ! fe st

Rhabdomyolyss

onal o iy uordes

uncon Urinary incontinence, dysuria
Renl aure ol
roductivesystem and breast disorders
Coron it dysfunclion
Uncommon dysmenorrhoea, breast pain
hoea breas!disch i
o donies s Ao e
condition
ommon Ocdema peripheral, oedema gt abnormal, ol feling drunk,feling abnormal,flgue
Uncommon face oedema. chest il rexia thirst chils sty
Investigations
Common Weight increased
Uncommon Blood crealine phosphokinase ncreased, bood glucose increased,plateet count
Rare
cased
“Aanine ) and ap ST
Afer discontinuaton of short-term and long:term in some pati
e been menonec, o esdochs, s, iy dmvhnza fu sy, comulsions nenvousns,depression,pan, peiods and e,
suggesive o the treatment
pregabalin, i wggm » - relted.

Puediatric population
The preaiein sy proflechaaved i o gueiric i i ot il i e il it scandry gevblion 12 ek oy
safey study in patents 4 0 16 years o 2 y sy and sy oy n el 1 oo pgr 4 s of ags, 7, ol
nd tlrabity Sty 65 and 1 yer opn T ol on sy S, 34) wos et hal obscred i he adl s ofpalels ath cplepey T
s conmn adese e o inhe 12 week sy it pregabalin esment e sl e, Uper respaloy ke, ncnased
appeic i rasophanyg. Toe mos common acherse et bseed i he -y sy il prgabln et vere somncenc,
upper Nqnnlmy rac H\men ndpre
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5. Pharmacological properties

51 Pharmacodynamic properties

Pharmacotherapeuic group: Anleplptics, other antepilepic.
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Neuwapathic

iy has e shown s i bt nuropahy, o eptc nuro and sl cond . Efcay hos ot b st i e modelsof
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ol
il o 12 e o e eper 300 el oo . o i s s by k1 and s mained oot e
tratment perio
In oo il in el neroptic i 350 of e bl et s o 19 f e paensonpce ad 50% mpromentin
pain score. For patenls ol experiencing somnolenc, such an improsement was obscrved in 33% of palicnts teatd with pregabalin and 18% of paliets on

Hoceho. 4167 on placbo.
pain 2% of the pregabaln esed ptens and 75 f b b
i
i T
Pregabalin has been studiedin 3 il of 12 week 1D dosing Overall e o
dosing eginens vere st
re frequency was observed by Week 1
e it
The efficacy and safty of pregabalin as adjuncive realmentfor epilepsy in pacdialic of 12 and adolescents has not The

i s 1oy
s o tose s s Resals o 3 12 ek e ool sy of 25 v s et 101 s nd a 44y pco-coniroled
study of 75
the treatment of nds i

patients from 3 months [0 16 years of age i sy e ot e

Inthe 12 ek b et sudy,paedrc patets 4 1 16 sears ofagl ere asgned b pregabln 2 mghs oy mavimum, 150 mg dy), prgaboln
mday), or plact east a 50% reduclion 1o baselne was
1085 o syt et o pregabaiin 10 mgkg/day (p-00068 versus p\axtbo\ 5970 of s sed pregabalin 25 mg/kg/day (p-02600 versus

placbo)and 2264 of hose eceing
Inthe 1-day plcbo-onroled stdy pastic s 1 monh o younger i 4 ers of age) et assigped b rgabln 7 mghgay prgsbln 14
iy o e . basclne and at 58 o g g, 4 nd 14 o e
4 mghady and 29 a0 2 o o ety b 1 mghgida s iy dpotaroned s a
i
il of 81D d n infrioriy
e-month s i similaly
Generalised Aniety Disorder
Fregabalin h y pse pr adouble
blnd el prsentionphase of 6 marihs durton
Rele of d by Week 1.
Incontolcca ridy (-8 eckdusn) 52 o e pregain st patns and 39 f s patients on plch bada st 5% improvenen
tola score from basclne o endpoin

[ippergs Tigher proporion o patients treated wilh pregabalin reported blurred vison than did patients realed wih placebo which resohved in a
oy o cases it conoued dosg, Cpakrlogc g (g sl scuty g, fomal il el s wd it undscoic caination
was conducted in over 600 palients witin controlled ciica trals. I these pafiets, visual acity was redi patients reated with pregabaln, and
3% ofpacebeesed ol Visul eldchanges were elced n 13-4 of pressbol-resto, and oot p\az:hwlv!am patients. Funduscopic changes

5.2 Pharmacokinetic properties

antiepieptic pain.
Absor
l’m‘.aba\m is rapidly absorbed when

fasted stat, ith peak 1 hour following bath single and mulpl
‘andis independent of dose. Following adminisraton, stead

ina decrease in Cmax by approximalely

0% and a delay

within 2410 48 hours. Th ral of pregab
in Hower

Distrbution
I preclinical studie, pregabalin has been shown 10 cross the blood brain barrie i mice als, and monkeys. Pregabalin has been shown to ross the placenta in
10 and s prsent i el ofaciating s I e pparen vl of Gl f bl oovin s adminsaton s aproimll 056
kg, Pregabaiin s not bound to plasma prot

Sansrmaton

[ I of e o
v unchanged pregabali.The e-melyled devalve ofpregabl, e nar el of progati Tt s s 5 o o

Elmination

siminated from the systemic
and renal dearance y propy

or undergoing hemodialyss i necessary

Linearynon-fineariy

Pregabalin pharmacokinelics are linear over the recommended daiy dose range. Inter-subjct pharmacokinetc variabilty or pregabalin is ow (<2076 Muliple:

dose pharmacokinelicsare predicable from single-dose data.Therefore there is no need fo roufine moritoring of plasma concentraions of pregabalin.

Gender

P i hours.Pregabali
Renal impairment. Dose adjustment in patiens with reduced renal funclion

a pregabalin.
Benalimpairment

prop naddi bal hour
haemodialy concentraions ppr y, dose.

Hepali impaiment
No specifc pharmacokineic sudies were carried oul in patets it impaired fivr funcion Since pregabain does nol undergo sgnificant melabolism and is

Pasdiatic population

ps: 110 25 months, 2o years 710 11 years and 1210 16 years) at dose:
leves o1 25,5, 10 and 15 mgkday i a pharmacokinelicand tolerabilly study.

Afe orladminisaion of pregabolin i pacctric patens in the fastd sae,in general, e 10 reach pesk plasma concenirtion was simor cros the enire
age group and occurred 05 hours o 2 hours postdose.

et G o] A porles nacsd i e e i st dose i cch g o Toe AC was e by 30% e plens

and 3106 horsn tose 7 years foge a
Fopation prammacckinei anoss showed tal sl dearance was s covarsie of presalin oral lranc, body neight was 2 sgfant

3 studed.

erly lover &

ith

Breast-feeding mothers

The phamacokinecs of 150 mg prgabaln ghen vy 12 hows 500 g daly doe) s ekt in 10 lcaing women who e o st 12 ks

pospatum. acatonhad e oo e

ity 7% o hos in motnal s The simale et dose. o eas il ssoming mean ik consmpion o 150 kg i of women

TeChing 300 mgay ot the mimum dosk of 600 g doy would b 031 or 0€2 gk, respeciely. These esimated Goses re approsmaty 7 o e
basis.

Each hard gt capsle contin
Lactose Monhydrate, Methy! Celllose 15 cps, Croscamellose Sodium, Magnesium Stearae, Talc purified
Capsule shell of 75mg; Gelatin, Titanium diowde,Erythrosine red, Quiniine yellow

Capsule shell of 150mg: Geltin, Tanium diovide

62 Incompatibiltes

Sec outerpack
4 Nature and contents of container

Carlon box conlaining (Y Coloress transparent PVC) stips each of 10 Hard Geltin Capsule- inner laflet,
For No.ofstips:See Outer pack

65 Special precautions for storage:

Stor al lemperatures not exceeding 30°C incry place

Keep the drug outofreach ofcdren

66 Specal precautions for disposal and other handing

No specil requirements or disposal

EDA revision dal: apri 2023

‘ Keep all medicaments out of reach of children

Product of:
> AMOUN PHARMACEUTICAL CO.

AE.
El-Obour City, Al Qalyubia, Egypt.
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